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The following is an examiner's 



statement of reasons for allowance: 



The instant claims require specific amounts of specific, water insoluble contrast agents in the 
composition claims and in the method of using the composition, which the cited prior art does not 
disclose. The instantly claimed contrast agents are known as biocompatible contrast agents but 
are not disclosed as useful in the instantly claimed embolizing compositions nor in the instantly 
claimed amounts in the instantly claimed embolizing compositions. The primary reference cited 
in the previous office actions (Tanabe et al.) discloses the use of "X-ray contrast medium" 
generically at column 11, lines 50-53. Tanabe et al. gives no further guidance in the choice of X- 
ray contrast medium" nor amount thereof and does not disclose the instantly claimed contrast 
agents, amounts thereof, nor address the affects of various types of contrasting agents. The only 
analogous art, as defined by In re Wood and Eversole, 202 USPQ 171, seen by the examiner is 
that of Taki et al, "A New Liquid Material for Embolization of Arteriovenous Malformations", 
which discloses the use of water soluble metrizamide as their contrast agent. See the instant 
application, example 3 of page 16 and the applicant has supplied Taki et al., "A New Liquid 
Material for Embolization of Arteriovenous Malformations". The examiner has stated, in the past 
office actions, that the use of water insoluble pigments in polymer solutions, i.e. paint, is well 
known and that such pigments do not dissolve from the film resulting therefrom. Such 
consideration falls within the scope of the prior art outside the instant inventors field of endeavor 
but the prior art which is reasonably pertinent to the particular problem with which the inventor 
was involved, as referred to by In re Wood and Eversole, 202 USPQ 171. The examiner also 
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notes that water soluble dyes are also used in polymers and such dyes are not disclosed as 
materially affecting the properties of the dyed polymer. It is also noted that these examples 
considered by the examiner are not disclosed for the unique application as embolizing 
compositions either. The applicant has argued that, at best, the ordinary skilled artisan would 
have been led to believe that the instantly claimed contrasting agents were "equivalents" of the 
metrizamide of the analogous prior art. The examiner believes that it is clear that soluble dyes and 
insoluble pigments are not exactly "equivalent". Obviously, they differ in solubility and other 
properties known to the ordinary skilled artisan. However, these compounds are "equivalent" in 
that their purpose is to add "color" to the pigmented or dyed polymer without materially affecting 
the physical properties of the polymer in a negative manner. In this case, "color" is used broadly 
to include the instantly required X-ray opaqueness. For instance, it is known that solid particles 
of pigment bonded to polymer matrix increase the modulus, but the amount of pigment is chosen 
so that the polymer matrix does not disintegrate. It is equally true that soluble dyes are chosen so 
that the polymer matrix does not disintegrate. The instantly claimed composition does not bond, 
the contrasting agent to the polymer. The examiner observed this first hand in the demonstration 
of the interview of 10/17/96 and Taki et al, "A New Liquid Material for Embolization of 
Arteriovenous Malformations" discloses the EVAL as being non-adhesive. This is critical to the 
examiner's decision to allow the instant claims because the fact that the insoluble contrasting 
agent does not adhere to the polymer of the instant claims might have been expected to produce a 
product of inferior physical properties to the metrizamide composition of Taki et al.. The 
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examiner notes the common practice of using "coupling agents" in the filled polymer art to 
increase polymer/filler bonding so as to increase the physical properties thereof. The examiner 
notes the applicant's showing that metrizamide increases the viscosity of the EVAL solution. It is 
clear that such increased viscosity will produce undesirable pressures of injection where the 
viscous material is injected into an already weak arteriovenous malformation. It is not the subject 
of this reason for allowance to determine whether this viscosity increase of metrizamide verses the 
instantly claimed contrasting agents is unexpected. The examiner does not have enough 
information for this. However, the increase of viscosity indicates that the metrizamide forms 
some sort of secondary bonding with the EVAL which might have been expected to give the 
adequate interaction of metrizamide with the EVAL to make it an acceptable "dye-type" 
contrasting agent. Indeed, it is the only contrasting agent specifically disclosed for use in the 
ethylene vinyl alcohol/DMSO embolyzing compositions. Note that page 166 of Taki et al., "A 
New Liquid Material for Embolization of Arteriovenous Malformations" discloses the presence of 
"EVAL fragments". This is consistent with the applicant's declaration of 3/19/97, which 
describes the metrizamide containing embolyzing compositions as being "a loosely defined 
precipitate... having the consistency of tissue/toilet paper when exposed to water". The instantly 
claimed compositions form a well defined solid mass when precipitated in water, according to the 
applicant's declaration and the results observed by the examiner at the interview of 10/17/96. The 
examiner and the applicant agreed that the instantly claimed showings were what was expected to 
give the precipitate that was most affected by water due to its large content of hydrophilic vinyl 
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alcohol segments and which was most expected to fall apart based on the large ratio of binding 
EVOH copolymer to contrasting agent (note that too much particulate filler to binder will be very 
weak due to the lack of enough binder to hold the filler together). Given the lack of teaching in 
the cited prior art, it is the examiner's position that the examples of the applicant's declaration of 
3/19/97 are commensurate in scope with the cited prior art and the instant claims. It is the 
examiner's position that the difference in physical nature and properties of the precipitated 
product of the instant claims over the precipitated product of the cited analogous art is 
unexpected based upon the teachings of the cited prior art and the other considerations made by 
the examiner. For these reasons, the instant claims are allowable over the cited prior art. The 
method of claims 7-15 is allowable for the same reasons as the composition claims. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

2. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Patrick Niland whose telephone number is (703) 308-3510. 
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March 26, 1997 



Patrick Niland 
Patent Examiner 
Art Unit 1511 



